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DETAILED ACTION 
Status of Application 

1 Acknowledgement is made of amendment filed on 09/28/2007. Upon entering the 
amendment claims 1 and 1 1 are amended. Claims 10 and 24 are cancelled and the 
pending claims are 9, 1 1-23 and 25-32 and presented for examination. 

Response to Arguments 

2. Applicant's arguments filed on 09/28/2007 with respect to claims under 35 USC 
102(e) has been fully considered but they are not persuasive. In view of the 
amendments to claims 9 and 1 1 , 1 12(2) rejection is withdrawn. The 102(e) rejection of 
Pairet et al. (US 2002/0122773) is maintained and made FINAL. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in section 351 (a) shall have the effects 
for purposes of this subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21 (2) of such treaty in the English language. 

4. Claims 9, 1 1-32 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Pairet et al(US 2002/0122773). 

The claims are drawn to a method for treating the inflammatory component of a 
disease such as cystic fibrosis using an effective amount of a tiotropium salt(e.g: 
bromide or methanesulphonate) Via inhalation: 
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Pairet et al(US773, hereafter) teaches a treatment of respiratory tract diseases 
using tiotropium compound containing composition, see abstract. Especially, the 
teaching of US773 relates to an inhaler (i.e., nebulizer) containing tiotropium salt (e.g, 
as counter-ion (anion) such as bromide or methanesulphonate, see paragraph 11). 

Furthermore, the composition of US773 is effectively treating an inflammatory 
diseases of respiratory tract including cystic fibrosis, see paragraph 30 at page 2. 

As to claims 14 and 16-18, US773 teaches inhalable powders and aerosols 
using propellant gas such as HFA134a, HFA227, TG134a, or TG227, see paragraphs 
26 and 49. 

As to claims 15 and 20-30, US773 teaches excipients such as polyalcohols or 
polysaccharides at paragraph 42; other ingredients such as co-solvents, stabilizers, pH 
adjusters at paragraph 50; alcohol and glycol as co-solvents (paragraph at 57; pH of 2-7 
at paragraph 55; and vitamins at paragraph 58, editic acid, sodium editate and 
benzakonium chloride at paragraphs 56 and 60; and so on. 

All the critical elements are well taught by the cited reference and all the-claimed 
subject matter is clearly anticipated over the prior art of the record. 

Applicants arguments filed on 09/28/2007 have been fully considered but they 
are not persuasive. 

Applicant asserts that Pairet does not disclose and anticipate a method, which 
"comprises administering, via inhalation, a formulation comprising an active substance 
which consists of tiotropium salt and requires the additional dopamine agonist active 
substance. 
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This is not found persuasive because the claims recite the method comprises 

administering, via inhalation, a formulation "comprising" an active substance, and the 

term "comprising" is an open. Thus formulation comprising does not limit the presence 

of other active substances in combination with tiotropium salt. Therefore prior art 

teaches a formulation comprising of tiotropium salt as an active agent but also includes 

additional agents, which are not excluded from instant claim 9, which recites, "a 

formulation comprising". Furthermore, the composition disclosed by Pairet et al. is 

* 

effectively treating an inflammatory diseases of respiratory tract including cystic fibrosis, 
to be used for the vary same purpose. 

Conclusion 

1 . No claims are allowed at this time. 

2. THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE MONTH shortened statutory period, then the, 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jagadishwar R. Samala whose telephone number is 
(571)272-9927. The examiner can normally be reached on 8.30 A.M to 5.00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Jagadishwar R Samala 

Examiner 

Art Unit 1618 

Zohreh Fay 
Primary Examiner 




